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70. 16 and Section 607 of the Administrative Instructions under the PCT). 
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Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
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L Basis of the report 



1. With regard to the elements of the international application:* 
| | the international application as originally filed 
the description: 

pages 1-2,4-31 

pages 

pages 3 



, as originally filed 

, filed with the demand 



, filed with the letter of 



09 April 2004 (09.04.2004) 



the claims: 

pages 

pages 

pages 

pages 



1-9,11 



, as originally filed 

, as amended (together with any statement under Article 19 
, filed with the demand 



10 



filed with the letter of 



09 April 2004 (09.04.2004) 



the drawings: 

pages 

pages 

pages 



1-10 



, as originally filed 
, filed with the demand 



filed with the letter of 



I I the sequence listing part of the description: 

pages 

pages 

pages 



, as originally filed 

. , filed with the demand 



filed with the letter of 



2. With regard to the language, all the elements marked above were available or furnished to this Authority in the language in which 
the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language which is* 

□ 

the language of a translation furnished for the purposes of international search (under Rule 23.1(b)). 

□ the language of publication of the international application (under Rule 48.3(b)). 

the language of the translation furnished for the purposes of international preliminary examination (under Rule 55.2 and/ 
or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 
preliminary examination was carried out on the basis of the sequence listing: 

□ contained in the international application in written form, 
filed together with the international application in computer readable form, 
furnished subsequently to this Authority in written form, 
furnished subsequently to this Authority in computer readable form. 

The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

The statement that the information recorded in computer readable form is identical to the written sequence listing has 
been furnished. 



□ 
□ 
□ 
□ 

□ 
□ 



The amendments have resulted in the cancellation of: 

□ the description, pages 

the claims, Nos. 

□ 



the drawings, sheets/fig . 



5 I I ™ s report has been established as if (some of) the amendments had not been made, since they have been considered to go 
— beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 

* Replacement sheets which fiave been furnished to tfie receiving Office in response to an invitation under Article 14 are referred to 
in this report as "originally filed* 1 and are not annexed to this report since they do not contain amendments (Ride 70.16 
and 70.17). 

** Any replacement s/ieet containing such amendments must be referred to under item 1 and atmexed to this report. 
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IV. Lack of unity of invention 



1 . In response to the invitation to restrict or pay additional fees the applicant has: 



1 — 1 

LJ 


restricted the claims, 
paid additional fees. 




□ 


paid additional fees under protest 




□ 


neither restricted nor paid additional fees. 




2-D 


This Authority found that the requirement of unity of invention is not complied with and chc 
not to invite the applicant to restrict or pay additional fees. 


>se, according to Rule 68.1, 



3. This Authority considers that the requirement of unity of invention in accordance with Rules 13.1, 13.2 and 13.3 is 
I I complied with. 

not complied with for the following reasons: 

The technical feature common to the subject matters of claims 1-9 and those of claims 10 and 1 1 is a 
biosensor having electrodes which comprise a working electrode and a counter electrode and are provided on an 
insulating substrate and a reaction part containing an oxidoreductase. 

Having a well-known constitution, however, this biosensor is apparently not novel. 

Consequently, this common feature is not a special technical feature in the sense of the second sentence 
of PCT Rule 13.2 since the biosensor makes no contribution to the prior art. 

Therefore, there is no feature common to the subject matters of claims 1-9 and those of claims 10 and 11. 

Without any other feature considered to be a special technical feature in the sense of the second sentence 
of PCT Rule 13.2, no technical relationship can be found between these different inventions in the sense of PCT 
Rule 13. 



4. Consequently, the following parts of the international application were the subject of international preliminary examination 
in establishing this report: 



all parts. 

I I the parts relating to claims Nos. 



Form PCT/IPEA/409 (Box IV) (July 1998) 



INTERNATIONAL P 



rI^^in 



ARY EXAMINATION REPORT 



Ini 



al application No. 

PCT/JP03/10117 



V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



1 . Statement 

Novelty (N) 

Inventive step (IS) 

Industrial applicability (IA) 



Claims 
Claims 

Claims 
Claims 

Claims 
Claims 



1-11 



1-11 



1-11 



YES 
NO 

YES 
NO 

YES 
NO 



2. Citations and explanations 

Document 1: JP, 2001-311712, A (Toru Teraoka), 9 November, 2001 (09.11.01), full text, Figs. 1-14 
Document 2: JP, 2001-356108, A (Matsushita Electric Industrial Co., Ltd.), 26 December, 2001 (26.12.01), full 
text, Figs. 1-7 

Document 3: JP, 2001-511881, A (Roche Diagnostics Corp.), 14 August, 2001 (14.08.01), full text, Figs. 1-5, & 
AU, 6345196, A, & AU, 712527, B, & DE, 69617464, D, & EP, 874984, Al, & ES, 2154250, Tl, & KR, 
99028415, A, & MX, 9710374, Al, & US, 5762770, A, & WO, 97-2487, A 
Document 4: JP, 5-505459, A (Boehringer Mannheim Corp.), 12 August, 1993 (12.08.93), full text, Figs. 1-3, & 
AU, 7171691, A, & CA, 2069946, A, & DE, 69020908, D, & EP, 505494, Al, & ES, 2075955, T3, & KR, 
171222, Bl, & WO, 91-9139, A 

Document 5: JP, 2001-518620, A (Amira Medical), 16 October, 2001 (16.10.01), full text, Figs. 1-9, & AU, 
9595298, A, & WO, 99-0171 15, Al, & EP, 1025439, A, & US, 2002-20632, Al 

Claims 1-4 

Documents 1-5 cited in the ISR, which define the general state of the art in the technical field concerned, 
neither disclose nor suggest a technique comprising a process for preparing a liquid to be applied to a reaction 
part, wherein a dispersing liquid is previously prepared by dripping a mixture solution made up of three 
constituents, i.e., an oxidoreductase, an electron acceptor and a fine crystalline cellulose, and a good solvent 
into a poor solvent while stirring so as to increase the dispersibility and solubility of the reaction part of the 
sensor chip in a sample for reducing the reaction time. 

Claims 5-9 

Documents 1-5 cited in the ISR, which define the general state of the art in the technical field 
concerned, neither disclose nor suggest a biosensor of which the reaction part is mainly composed an 
oxidoreductase, an electron acceptor, a fine crystalline cellulose powder and a hydrophilic polymer comprising 
a hydrophilic segment and a hydrophobic segment, for improving the storage stability of the biosensor. 
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Supplemental Box 

(To be used when the space in any of the preceding boxes is not sufficient) 



Continuation of : V.2 
Claims 10 and 11 

Documents 1-2 cited in the ISR, which define the general state of the art in the technical field concerned, 
disclose a biosensor having an insulating substrate and a cover sheet disposed oppositely with a space formed 
by a spacer sheet between them at an advancing end portion thereof, and a reaction part containing an 
oxidoreductase in a retained space formed by the substrate, the cover sheet and the end edge of the spacer sheet, 
for detecting an electrochemical change of a liquid sample due to an enzyme reaction of the liquid sample with 
the reaction part by the use of an electrode part which has a working electrode and a counter electrode when the 
liquid sample is introduced from the advancing end side of the sensor into the retained space by making use of 
capillary action; wherein projected parts projecting toward the advancing end of the sensor are formed on both 
sides of the end edge of the spacer sheet Nonetheless, they neither disclose nor suggest the formation of a 
projected part projecting only on one side of the end edge of the spacer sheet in order to introduce a sample 
without allowing air bubbles to stay in the retained space. 



Form PCT/TPEA/409 (Supplemental Box) (July 1998) 



